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DECLARATION 

Assistant Commissioner for Patents 
Washington, DC 20231 



I, Dr. Herbert Schlachter, do hereby declare the following: 

1 . I, Dr. Herbert Schlachter, am the inventor of the above-identified patent application and, 
therefore, are familiar with its subject-matter. 

2. I have studied human medicine and biology and have the degree of doctor of human 
medicine. At the Universities of Dusseldorf and Freiburg, Germany, I worked 
scientifically on the fields of sports medicine and dermatology. At these Universities I 
also was guest lecturer. After this, I worked as scientific manager and/or consultant at 
different pharmaceutical firms on the fields of dermatology and/or cosmetics. 



2 



3. I have read and understood the subject-matter of the Office Action of November 30, 



4. I herewith declare that I am the inventor of the above-identified patent application and 
of the valid priority document DE 198 31 789.0, filed on July 15, 1998. I have 
completed the invention which is subject-matter of both applications already mid-year 



The undersigned hereby declares that all statements made herein are based upon knowledge, 
are true, and that all statements based upon information and belief are believed to be true; 
and further, that these statements were made with the knowledge that willful false statements 
and the like so made are punishable by fine or imprisonment, or both, under section 1001 of 
Title 18 of the United States Code, and that such willftd false statements may jeopardize the 
validity of the application or any patent issued thereon. 

(German translation: 

Der Unterzeichnende erklart hierbei, dass alle hierin gemachten Angaben auf seinem 
Fachwissen beruhen, wahr sind und dass alle Angaben, die auf Informationen und Glauben 
beruhen, als wahr angenommen werden; und ferner, dass diese Angaben in der Kenntnis 
gemacht wurden, dass wissentlich falsch gemachte Angaben und ahnlich gemachte Angaben 
gemaB Section 1001 of Title 18 of the United States Code mit BuBgeld oder Gefangnisstrafe 
oder beidem bestraft werden, und dass wissentlich falsch gemachte Angaben die Validit&t 
der Patentanmeldung oder darauf erteilter Patente gefahrden.) 



2005. 



1996. 





Dr. Herbert Schlachter 



IN THE U.S. PATENT AND TRADEMARK OFFICE 



Applicant : SCHLACHTER, Herbert 
Appl.No. :09/743,577 
Filed : March 12, 2001 

For : Skin and tissue care and/or treatment agent 

Examiner : Gollamudi, Sharmilla S. 
Art Unit : 1616 
Docket No. : 0147-0220P 
Date : May 19, 2006 

DECLARATION SUBMITTED UNDER 37 C.F.R. S1.132 

Assistant Commissioner for Patents 
Washington, DC 20231 

Sir: 

I, Dr. Herbert Schlachter, do hereby declare the following: 

1 . I, Dr. Herbert Schlachter, am the inventor of the above-identified patent application and, 
therefore, are familiar with its subject-matter. 

2. I have studied human medicine and biology and have the degree of doctor of human 
medicine. At the Universities of Diisseldorf and Freiburg, Germany, I worked 
scientifically on the fields of sports medicine and dermatology. At these Universities I 
also was guest lecturer. After this, I worked as scientific manager and/or consultant at 
different pharmaceutical firms on the fields of dermatology and/or cosmetics. 

i. I have read and understood the subject-matter of the Office Action of November 30, 
2005. 
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In the following experiments and comments are offered in support of the patentability of 
the instant invention. 

4. Experiments 

In vitro comparative tests using human inflammatory epithel cells 

The following comparative tests were carried out as instructed by the inventor of the 
above-identified patent application, Dr. Herbert Schlachter, and monitored by assistant 
professor Dr. Kurt Jordan at the BASF clinic, Leverkusen, Germany. 

Media used 

For the following tests three identical cultures (media) each of human inflammatory 
epithel cells Ml, M2 and M3 were used. 

Formulations used 



The formulations used are given in the following table. 



Component 


Formulation Rl 


Formulation R2 


Formulation R3 


(a) salt 


NaCl 


NaCl 


NaCl 


(b) amino acid 


lysin 


lysin 


lysin 


(d) secondary plant 
substance 


polyphenols from red 
grape 


polyphenols from red 
grape 


polyphenols from red 
grape 


(e) unsaturated fatty 
acid 


omega-6-fatty acid 


omega-6-fatty acid 


omega-6-fatty acid 


00 


zinc oxide 


inorganic peroxide 


zinc oxide and 
inorganic peroxide 
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Object 

The inflammatory inhibition and the healthy proliferation of the cell cultures were 
determined to be the main parameters to be evaluated. The clear question underlying the 
object is: how do the starting media Ml to M3, each of which are the same, change with 
the addition of the three different formulations Rl to R3 with respect to the reduction of 
the inflammatory inhibition as well as the proliferation performance of the media Ml to 
M3. Here, individual cases were observed deliberately. 

Experimental procedure 

Under identical common conditions and quantitative distributions the formulations Rl, 
R2 and R3 were added to the media Ml, M2 and M3. Here, Rl was added to Ml, R2 
was added to M2 and R3 was added to M3. 

The observation period was 72 hours. 

Evaluation of the tests 

The statistical evaluation of the tests was carried out by means of the non-parametric 
way of proceeding of the Wilcoxon test for pairs differences. 

Results 

Parameter 1: Inflammatory inhibition 

Formulation Rl which only contained zinc oxide resulted in a reduction of inflammation 
of 17% in medium Ml, as compared with a blind sample. 

Formulation R2 which only contained inorganic peroxide resulted in a reduction of 
inflammation of 9.4% in medium M2. 

Formulation R3 which contained both zinc oxide and inorganic peroxide resulted in a 
reduction of inflammation of 23.2% in medium M3. 
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Parameter 2: Healthy proliferation performance starting from the value 0 

Proliferation increase is to be understood to denote the cell growth in the medium. The 
increase in growth was determined as compared with a blind sample. 

Formulation Rl which only contained zinc oxide resulted in a proliferation increase of 
7.2% in medium Ml . 

Formulation R2 which only contained inorganic peroxide resulted in a proliferation 
increase of 8.7% in medium M2. 

Formulation R3 which contained both zinc oxide and inorganic peroxide resulted in a 
proliferation increase of 15.1% in medium M3. 

The above comparative tests in vitro have shown that formulation R3 provided 
significantly improved results in the medium M3 as regards both the inflammatory 
inhibition and the proliferation performance than formulations Rl and R2. After a 
first analysis this result allows the conclusion that the microcirculation in the cells 
was improved in the medium by formulation R3 according to the invention. 

Starting from known formulations of the prior art, there is no indication at present 
as to whether the effect of formulations containing zinc oxide may generally be 
improved by adding inorganic peroxide or vice versa. It is to be emphasized that in 
the pharmacological field predictions of effects of formulations upon change of the 
ingredients are generally impossible. Experience has shown that changes often may 
result in major surprising changes in the effect which cannot be predicted. 
Formulation Rl shows a reduction of inflammation of 17%, whereas formulation 
R2 only results in a reduction of inflammation of 9.4%, i.e. about half of that 
achieved by formulation Rl. It is the more surprising that, as evident from the use 
of formulation R3, the inflammatory effect of formulation Rl may be considerably 
improved, i.e. by more than 36%, by the addition of additional inorganic peroxide. 
The improved effect of formulation R3 as regards the proliferation performance is 
even more surprising. As compared with the effect of formulation R2, formulation 
R3 improves proliferation significantly by more than 73%. Such a remarkable 
improvement in the effect starting from formulations Rl and R2 is utterly 
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surprising and by no means evident from the cited prior art The above 
experiments suggest a synergistic effect of zinc oxide and inorganic peroxide in 
combination with the other ingredients of the formulations on the metabolism 
and/or on catalytic effects, which had not been foreseeable. 



The undersigned hereby declares that all statements made herein are based upon knowledge, 
are true, and that all statements based upon information and belief are believed to be true; 
and further, that these statements were made with the knowledge that willful false statements 
and the like so made are punishable by fine or imprisonment, or both, under section 1001 of 
Title 18 of the United States Code, and that such willful false statements may jeopardize the 
validity of the application or any patent issued thereon. 

(German translation: 

Der Unterzeichnende erklart hierbei, dass alle hierin gemachten Angaben auf seinem 
Fachwissen beruhen, wahr sind und dass alle Angaben, die auf Informationen und Glauben 
beruhen, als wahr angenommen werden; und ferner, dass diese Angaben in der Kenntnis 
gemacht wurden, dass wissentlich falsch gemachte Angaben und ahnlich gemachte Angaben 
gemSB Section 1001 of Title 18 of the United States Code mit Bufigeld oder Gefdngnisstrafe 
oder beidem bestraft werden, und dass wissentlich falsch gemachte Angaben die Validitat 
der Patentanmeldung oder darauf erteilter Patente gefShrden.) 



Date: 





Dr. Herbert Schlachter 
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